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FDA REGULATION UNDER FOOD ADDITIVE LAW 
(from Federal Register of June 15, 1960) 


PART 121—FOOD ADDITIVES 


A—Definitions and Proce- 
and Interpretative Regula- 
ons 


Extension or Errective Date or STaTuTe 
ror CERTAIN Speciriep Foop App!ITIves 


The Commissioner of Food and Drugs, 
pursuant to the authority provided in the 
Federal Food, Drug, and Cosmetic Act 
(sec. 6(c), Pub. Law 85-929; 72 Stat. 
1788; 21 U.S.C., note under sec. 342) and 
delegated to him by the Secretary of 
Health, Education, and Welfare (23 F.R. 
9500) , hereby authorizes the use in foods 
of certain additives for which tolerances 
have not yet been established or peti- 
tions therefor denied. 

Section 121.86 (25 F.R. $43, 404, 1074, 
1727, 1944, 2203, 2837, 3525) is amended 
by adding thereto the following items: 


6121.86 Extension of effective date of 
statute for certain specified food ad- 
ditives as direct additives to foods. 


Onthe basis of data supplied'in ac- 
corcance with § 121.85 and findings that 
no undue risk to the public health is in- 
volved and that conditions exist that 
make necessary the prescribing of an ad- 
ditional period of time for obtaining tol- 
erances or denials of tolerances or for 

ting exemptions from tolerances, the 
ing additives may be used in food, 
under certain specified conditions, for 
&@ period of 1 year from March 6, 1960, 
or until regulations shall have been 
issued establishing or denying tolerances 
or exemptions from the requirement of 
tolerances, in accordance with section 
409 of the act, whichever occurs first: 


PLAvVoRING SUBSTANCES AND NATURAL SussTances Usep tn ConsuNCTION WITH 


Common name Botanical or soClogical name of source 

Agaric, white Polyporus officinalis fries. ' 

Alkanna tinctoria Tausch. 

Aloe perryi Baker, A. barbadensis Mill., A. ferox 
Mill, and hybrids of this species with A. africana 
‘Mill, and A. spicata Baker. 

Aloe, cape....... Aloe ferox Mill. and its hybrids with A. africana 
Mill, and A. spicata Baker. 

Aloe, cape, extract * Do. 

Aloin Aloe perry! Baker, A. barbadensis Mill., A. ferox 


Mill., and hybrids of this species with A. africana 
, Mill. and A. spicata Baker. 
Althea flowers (marshmallow) ......... Althea officinalis L. 
Althea root (marshmallow root) ....... Do. 
Anyris (West Indian sandalwood) oll... Amyris balsamifera L. 
Callitropsis araucarioides Compt. 
Artemisia (wormwood) (thujone free).. Artemisia spp. 


Balsam fir oll....... Abies balsames (L.) Mill. 
Balsam fir, oleoresin.................- Do. 
Beechwood us 
Styrax benzoin &. paralleloneurus Per- 
kins, 8. tonkinensis (Pierre) Craib & Hartwich, 
or other spp. of the Section Authostyrax of the 
genus Styrax. 
Birch tar oil, refined (rectified) ......... Betula pendula Roth and related Betula spp. 
Blessed thistle (holly thistle) herb...... Cnicus benedictus L. 
Blessed thistie (holly thistle) herb ex- Do. 
tract, solid. 
Blessed thistle (holly thistle) herb ex- Do. 
tract. 
Blessed thistle (holly thistle) herb oil... Do. 
Blackberry bark extract................ Rubus, Sec. Bubatus. 
Borage ...... Borago officinalis L. 
Boronia, ab it Boronia megastigma Nees. 


Barosma betulina Bartl., B. crenulata (L.) Hook, 
and B. serratifolia Willd. 

Buckbean leaves extract Menvanthes trifoliata L. 

Bugieweed, yellow (groundpine bugliv) -- chamaepitys (L.) Schreb. 

Bugleweed, yellow (groundpine bugle), 
extract. 

Bugleweed, yellow (groundpine bugle), Do. 
extract, solid. 


Cabreuva oll 


frondosus Fr. Allen and M. fastigiatus 
Pr. Alien. 


Cade oil \ ccaed tar, empyreumatic Juniperus oxycedrus L. 
wood oll 
Cajeput (cajuput) oll 


spp. 

Calamus (sweetfiag) Acorus calamus L. 
Calamus oll.... Do. 
California laurel leaves extract.......-. . Umbrellularia californica Nutt. 
California laure! oll 
Calumba....... Jateorhiza palmata (Lam.) Miers 
Calumba extract. Do. 

cconce Coccus cacti L. 
Cascara, bitterless extract. Rhamnus purshiana DC. 
Cassie absolute............ Acacia farnesiana Willd. 
Cassia fistula (goldenshower senna)... Cassia fistula L. 
Castor oll. Ricinus communis L. 
Catechu, black, extract. Acacia catechu Willd. 


Catechu, black, Do. 

Cedar leaf oll. Thuja occidentalis L. 
Cedarwood, American, white, oll........ Juniperus virginiana L. 
Centaury (centaurium) herb........... Centaurium umbellatum Gilib. 
Cherry-laurel water (iaurocerasus wa- Prunus laurocerasus L, 
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Limits Specified uses or restrictions 
500 parts million bi- | In feed as a coccidiostat. 
100 por ~y 3 days before marketing the 
intiiion birds to allow for ‘elimination of the drug 
mine, froin edible tissue 
Iu dehydrated or freeze-dried mushrooms 
Ethylene oxide........ 50 parts per million...../{ as residue from use as fumigant. 
a gums, as a residue from use as & 
umigant 
Lactic acid esters of mono- and dighycerides AS ‘eunulsifiers in fcods in accordance with 


ighyor 
derived by — of edible vegetable 
and animal fat. 


Piperpny) butoxide and pyrethrins miature.| 30 parts per 


good manufacturing practice, 


As residues in dried citrus pulp for animal 
feed from treating the stored pulp in bur- 
lap bags for insect control, Data dem- 
onstrates no residues in milk from feedir 
lactating dairy animals citrus pulp wit 
aro] additives at or below the amounts 

ted. 


eccccccececcs As components of coatings or binders for 


tableted foods, in accordance with guod 
manufacturing practice, 


2. Section 121.87 Extension of effective date of statute for certain specified food 
additives as indirect additives to food (25 F.R. 1727, 1772, 2203, 3526) is amended 


in the following respects 


a. Paragraph (a) (26 F.R. 1727, 2203) is amended by changing the item “Maleic 


acid * * *" toread: 


Product Limits Specified uses or restrictions 
canted, hent-seuling cellophane for pack- 
aging foods. 


b. Paragraph (a) General list is fur- 
ther amended by adding thereto the 
following items: 


§ 121.87 Extension of effective date of 
statute for certain specified food ad- 
ditives as indirect eddhives to food, 


On the basis of data supplied in ac- 
cordance with § 121.85 and findings that 
no undue risk to the public health is 
involved and that conditions exist that 
make necessary the prescribing of an 
additional period of time for obtaining 
tolerances or denials of tolerances or for 
granting exemptions from tolerances, 
the following additives may be used in 
connection with the production, pack- 


aging, and storage of food products, 
under certain specified conditions, for a 
period of 1 year from March 6, 1960, or 
until regulations shall have been issued 
in accordance with section 409 of the 
act, whichever occurs first. The exten- 
sions are granted under the condition 
that a minimum quantity of the additive 
will be incorporated in the food, con- 
sistent with good manufacturing prac- 
tice. While preliminary data show that 
many of the substances included in the 
list may not migrate to foods, these are 
being included pending the completion 
of additional scientific work involving 


em. 
(a) General list, 


Product Limits Specified uses or reatriclons 
Amine, secondary (hexadecy!, octacdlecy)) of |............ceecececeseees As constituent of defoaming agent used in 


bard tallow. 

Copolymers of styrene and diviny! benzene 
with added groups: quatermery ammo 
methyl, ethanol (from varying 


Copolyiners of divinyl benzene and metha- 
erylic or ax achl (from varying ratios) 

Copolymers of styrene and divinyl benzene 
with sulfonic wid groups (from varying 
ratios). 

Copolymers of diviny!| benzene and styrene 
(from Varying ratios) with following added 
groupe Polyaikylamine, copolymers of 

ivinyl-benzene and acrylic or methe 
erylic acid with added amine groups, 

Btarch ether from reacting cornstarch with 

opylene oxide 


Polyoxyalkylene glycols having molecular 
weights from WOO through 4,000, 


Polyethylene glycols having molecular 


weights from ~ through 6,000. 


Polyoxyethyle ne glycol ester of mixed fatty 
ackis from tall off (average 16 oxyethylene 
groupe) 

Polyovyethylene vorbitel hexaoleate (aver- 


manufacture of food- packaging materials, 


As lon-exchange resins used food proe 


As migrant from cotton fabrics used in 


dry food packaging 


deveecoceesecs As & constituent of defoaming agent used 


in manufacture of food-packaging mate- 
rials and adhesives 


eccceccoccoses As & constituent of defoaming agent used 


in boiler water treatment, glue manulac- 
ture, and bottle-washing detergent for 
food processing and fo aging purposes. 
and lubricant for foud-processing and 
packaging machinery. 
AS & COMponent of release agents, coatings, 
adhesives, inks, and —_— used ip 
food- pack uging mateilals. 


age oxyethylene groups) 
Polypropylgne glycol having ® molecular |.. 


As constituent of defoaming agent wed in 
manufacture of food-pack ogling materials, 


weight of 1,200 


¢. In paragraph (d) Substances mi- 
grating jrom linings of containers used 
in food packaging, subparagraph (5) is 
amended to read as follows: 


(5) Rosin derivatives, including modi- 
fication by polymerization, isomeriza- 
tion, decarboxylation, hydrogenation, 
and methyl ester of hydrogenated rosin: 

Ad Rosin esters formed by reaction 
with: 


Bisphenol-epichlorohydrin (epoxy). 
Diethylene glycol, 

Ethylene glycol, 

Glycerol. 

Methanol. 

Pentaerythritol, 


(ii) Rosin esters modified by reaction 
with maleic anhydride; ortho-, meta-, 
and para-substituted phenol-formalde- 
hydes listed !n subparagraph (6) of this 
paragraph; phenol-formaldehyde. 

(ii) Calcium rosinate (limed rosin); 
zine rosinate, 


d. Paragraph (d)(7) is amended to 
read as follows: 


(7) Polyester resins (including alkyd 
type) formed as ester of acids in sub- 
divisions (i) and (il) of this subpara- 
graph, by reaction with Jae 
alcohols in subdivision (ili) this sub- 
paragraph: 

(1) Polybasic acids: 

Adipic. 

Dimeriged fatty acids derived from olls 
listed in subparagraph (1) of 
graph. 

Pumaric. 

TIsophthalic, 

Maleic, 

Orthophthalic, 

Rosin-maleic acid adduct (petrex acid). 

Sebacic. 

Terephthalic. 

Trimeliitic. 


(11) Monobasic acids: 

Benzolc. 

Fatty acids derived from oils listed in sub- 
Paragraph (1) of this paragraph. 

Rosina and rosin acids (see subparagraph 
(5) of this paragraph). 

Tertiary butyl benzoic. 

(ill) Polyhydric alcohols; 

Diethylene glycol. 

Ethylene glycol, 

Glycerol. 

Mannitol. 

a-Methyl glucoside. 

Pentaerythritol. 

Propylene glycol. 

Sorbitol. 

Trimethylol ethane, 

Trimethylol propane, 


e. Paragraph (d)(8) is amended by 
adding thereto the following item: 


Allyl ether of mono-, di-, or trimethyl 
phenol, 


f. Paragraph (d) (14) is amended by 
adding thereto the following item: 


Methyl-ethyl-butyl or octyl esters of 
acrylic acid copolymerized with acrylonitrile, 


@. Paragraph (d)(25) is amended by 
adding thereto the following item: 


18, 19, and 20 carbon alky! amides, 


h. Paragraph (d) is further amended 
by adding thereto the following new sab- 
paragraph (29): 


(29) Dimethylpolysiloxane, 
This order was effective 
June 8. (end of order and 

end of Supplement) 
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